United States Patent and Trademark Ofhce 


UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark OtBce 

Address: COMMISSIONER FOR PATENTS 


APPLICATION NO. 


10/517,759 


FILING DATE 


11/04/2005 


23628 7590 08/03/2009 

WOLF GREENFIELD & SACKS, P.C. 
600 ATLANTIC AVENUE 
BOSTON, MA 02210-2206 


FIRST NAMED INVENTOR 


ATTORNEY DOCKET NO. CONFIRMATION NO. 


P0777.70001US00 


OSTRUP, CLINTON T 


PAPER NUMBER 


DELIVERY MODE 


Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 


PTOL-90A (Rev. 04/07) 


KJtSiVrXS nvrliyjts OUff Iff fcff Jr 

Application No. 

10/517,759 

Applicant(s) 

FEINERET AL. 

Examiner 
CLINTON OSTRUP 

Art Unit 

3771 



- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 


A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 20 April 2009 . 
2a )^ This action is FINAL. 2b)n This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Clalm(s) 1-20 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) \Z\ Claim(s) is/are allowed. 

6) |EI Claim(s) 1-20 is/are rejected. 

7) n Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) ^ The drawing(s) filed on 13 December 2004 is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) S Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)^ All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. ^ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 


Attach ment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftspereon's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 


PTOL-T26'(Rev^'o8-0^^ 


Office Action Summary 


Part of Paper No./Mail Date 20090729 


Application/Control Number: 10/517,759 Page 2 

Art Unit: 3771 

DETAILED ACTION 

1 . This Office Action is in response to tine amendment filed April 20, 2009. As 
directed by the amendment, claims 1,10, and 16 have been amended and claim 20 ahs 
been added. Thus, claims 1-20 are pending in this application. 

Claim Rejections - 35 USC § 103 

2. The following Is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
Invention was made to a person having ordinary skill In the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner In which the Invention was made. 

3. Claims 1-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Sommer et al. (WO 01/85241 A1), based on the machine translation provided by the 
European Patent Office, and further in view of Danby et al., (5,680,1 1 1 ). 

Regarding claims 1 & 20, Sommer discloses a nebulizer device (figure 1 ) for 
detecting the parameters of an aerosol (flow) comprising a transmitting means (7) which 
Is disposed on a body (5) that at least partially surrounds an aerosol resting area (inside 
mouthpiece), and which emits radiation (infrared light) into said aerosol resting area 
through a transparent material; a first receiving means (8), which is disposed on the 
body (5) that at least partially surrounds said aerosol resting area (inside mouthpiece), 
which is disposed in relation to said transmitting means (7) so as to primarily receive 
transmission radiation (infrared light) , and which emits a first analysis signal (output 
signal of 8) that corresponds to the intensity of the received transmission radiation; and 
a control means (9), to which the output signals (via 8) are supplied and which analyses 
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the output signals in order to determine the parameters (flow) of an aerosol in said 
aerosol resting area. See: figures 1-3 & 12. 

However, Sommer lacks the specific teaching that the droplets from the aerosol 
adhere to the body in an area through which the radiation is transmitted from the 
transmitting means into the aerosol resting area and a second receiving means 
disposed on the body that at least partially surrounds the aerosol resting area; which is 
disposed in relation to said transmitting means so as to primarily receive scattered 
radiation and which emits a second analysis signal that corresponds to the intensity of 
the received scattered radiation. Sommer also lacks the specific teaching that the 
droplets from the aerosol adhere to the body in an area through which the radiation is 
transmitted from the transmitting means into the aerosol resting area 

Danby et al. teaches a device for detecting air in a tubular system that uses a 
transmitter with two receivers and describes how the system works well with transparent 
or translucent tubes. Danby teaches how the one receiver is at a ninety degree angle in 
relation to the transmitter and the other receiver is at a one hundred and eighty degree 
angle in relation to the transmitter. Danby teaches that both receivers are connected to 
a processor which processes the light receivers' outputs to detect air in the tubing. See: 
abstract, col. 3, lines 28-54; col. 4, line 58 - col. 5, line 6 and figures 3 & 8. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have modified the nebulizer flow detection device disclosed by 
Sommer by utilizing a pair of sensors disposed perpendicular to each other, as taught 
by Danby, in order to provide a nebulizer flow detector with increased precision. 
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Regarding the use of a transmitting means which emits radiation into an aerosol resting 
area through a translucent material, Danby contemplates using both transparent and 
translucent materials. Regarding the droplets from the aerosol adhering to the body in 
an area through which the radiation is transmitted from the transmitting means into the 
aerosol resting area, it is the examiners position that the device disclosed by Sommer, 
which utilizes a body (5) in an area (near mouthpiece) through which the radiation (from 
7) is transmitted from the transmitting means (7) into the aerosol resting area (inside 5) 
and the droplets from the aerosol would be expected to contact the inner walls of the 
mouthpiece and adhere thereto. 

Regarding claim 2, Sommer discloses a transmitting means (7) emits 
radiation (infrared light) and Danby teaches the first translucent wall section (14 or 15) 
of the body (5 of Sommer) surrounding the aerosol resting area (inside mouthpiece of 
Sommer). 

Regarding claim 3, the combined references teach a first receiving means (20b 
of Danby) receives the transmission radiation through a second wall section (adjacent 
20b) of the body (5 of Sommer) surrounding the aerosol resting area (inside mouthpiece 
of Sommer. 

Regarding claim 4, the combined references teach a second receiving means 
(20a of Danby) that receives the scattered radiation (infrared light) through a third wall 
section (adjacent 20a) of the body (5 of Sommer) surrounding the aerosol resting area 
(inside mouthpiece of Sommer). 
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Regarding claim 5, tine combined references teacli a body (5 of Sommer) 
surrounding the aerosol resting area (inside mouthpiece of Sommer) and Danby 
teaches a transparent or translucent material can be used. See: See: col. 1 , line 65 - 
col. 2, line 13 & abstract of Danby. 

Regarding claim 6, the combined references teach a body (5 of Sommer) 
surrounding the aerosol resting area (inside mouthpiece of Sommer) is made of a 
transparent material and Danby teaches a transmitting means (21 of Danby), that 
functions well whether it is made of a transparent or a translucent material, through 
which radiation is emitted. See: col. 1, line 65 - col. 2, line 13 & abstract of Danby. 

Regarding claim 7, the Danby teaches a first receiving means (20b of Danby) 
and teaches that the device works reliably well using transparent of translucent 
materials, thus it would be obvious to provide a surface made of a translucent material, 
through which the radiation is received because the system provides reliable detection 
of air bubbles through both transparent and translucent materials. 

Regarding claim 8, Danby teaches a second receiving means (20a of Danby) 
and teaches that the device works reliably well using transparent of translucent 
materials, thus it would be obvious to provide a surface made of a translucent material, 
through which the radiation is received because the system provides reliable detection 
of air bubbles through both transparent and translucent materials. 

Regarding claim 9, Sommer discloses a control means (9) that activates the 
transmitting means to emit the radiation into the aerosol resting area (inside mouthpiece 
of Sommer). 
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Regarding claim 10, Sommer discloses a control means (9) that activates the 
transmitting means (7) such that first time periods in which the transmitting means emits 
radiation (infrared light) into the aerosol resting area (inside mouthpiece of Sommer), 
alternate with second time periods (when not in use) in which the transmitting means (7 
does not emit radiation into the aerosol resting area (inside mouthpiece). 

Regarding claim 1 1 , when the transmitter (7 of Sommer) is not transmitting light, 
it is reasonably expected that during this (not in use) second time period the control 
means (9 of Sommer) determines the proportion of ambient light in the output signals 
(as ambient light is the only light being received by the receiver when the transmitter is 
not transmitting) of the first (20b of Darby) and/or second (20a or Darby) receiving 
means. 

Regarding claim 12, since ambient light is present when the receivers are 
receiving the infrared light, it is reasonably expected that the control means (9 of 
Sommer) which receives signals from the receivers, would make use of the proportion 
of ambient light (the amount of ambient light sensed in combination with the amount of 
light received by the transmitter) when analyzing the output signals of the first and 
second receiving means (20b & 20a of Darby). 

Regarding claim 13, Sommer discloses a control means (9) that is capable of 
determining the difference of the output signal of the first receiving means (20b) and the 
first ambient light proportion (portion of ambient light surrounding 20b prior to the 
transmitter transmitting infrared light) and/or the difference of the output signal of the 
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second receiving means (20a) and the second ambient liglit proportion (ambient liglit 
surrounding 20a prior to the transmitter transmitting infrared light). 

Regarding claim 14, Sommer discloses a control means (9) that is capable of 
forming a quotient from the difference of the output signal of the second receiving 
means (20a) and the second ambient light proportion (ambient light surrounding 20a 
prior to the transmitter transmitting infrared light) and the difference of the output signal 
of the first receiving means (20b) and the first ambient light proportion (ambient light 
surrounding 20b prior to the transmitter transmitting infrared light). 

Regarding claim 15, Sommer discloses a control means (9) that is capable of 
forming a quotient from the output signal of the second receiving means (20a) and the 
output signal of the first receiving means (20b) and it would be obvious to one having 
ordinary skill in the art to form a quotient in order to determine the signal strength 
coming from each receiver to the controller. 

Regarding claim 16, Sommer discloses infrared light as the radiation emitted by 
the transmitting means (7). 

Regarding claim 17, Sommer discloses a body (5) surrounding the aerosol 
resting area (inside mouthpiece) that is a mouthpiece (5) for an inhalation therapy 
device. 

Regarding claim 18, Sommer discloses nebulizer devices with a nebulizer nozzle 
(40 of figure 1) and a membrane nebulizer (52 of figure 12). 
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Regarding claim 19, Sommer discloses the control means (9) is connected with a 
compressor (2) for the nebulizer nozzle (40 of figure 1) or with an excitation device (56 
of figure 12) for the membrane (52) nebulizer. 

Response to Arguments 

Applicant's arguments filed April 20, 2009 have been fully considered but they 
are not persuasive. 

Applicants argue that Sommer lacks a first receiving means which is disposed in 
relation to the transmitting means so as to primarily receive transmission. The examiner 
respectfully disagrees as the a first receiving means (8), which is disposed on the body 
(5) that at least partially surrounds said aerosol resting area (inside mouthpiece), which 
is disposed in relation to said transmitting means (7) so as to primarily (as its primary 
function) receive transmission (infrared light radiation transmitted by transmitting means 
7) radiation (infrared light). Although the light is reflected radiation, the receiving means 
is located so as to primarily (as its primary function) receive transmission (infrared light 
radiation transmitted by transmitting means 7) radiation (infrared light). 

Regarding applicant's argument that Sommer does not disclose or suggest a 
transmitting means which emits radiation into the aerosol resting area through a 
translucent material, the examiner respectfully agrees. 

However, Danby was used to teach a device in a tubular system that uses a 
transmitter with two receivers and describes how the system works well with transparent 
or translucent tubes. Danby teaches how the one receiver is at a ninety degree angle in 
relation to the transmitter and the other receiver is at a one hundred and eighty degree 
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angle in relation to the transmitter. Danby teaches that both receivers are connected to 
a processor which processes the light receivers' outputs to detect air in the tubing. See: 
abstract, col. 3, lines 28-54; col. 4, line 58 - col. 5, line 6 and figures 3 & 8. 

Applicant's argument that Danby relates to detection of air bubbles in a fluid 
carried by tubing, and is therefore unrelated to the problem of detecting an aerosol, has 
not been taken well because the transmitting and receiving radiation in an aerosol was 
disclosed by Sommer and Danby was merely used to show that the transmitting and 
receiving means wherein the device has one receiver that is at a ninety degree angle in 
relation to the transmitter and another receiver at a one hundred and eighty degree 
angle in relation to the transmitter would provide flow detection with increased precision. 

Regarding applicants argument that Danby appears to suggest transparent 
tubing and translucent tubing are interchangeable, the examiner agrees and suggests 
one having ordinary skill in the art would easily and readily recognize that the 
transparent tube of Sommer could be substituted for a translucent tube as taught by 
Danby. 

Therefore, as stated above, it would have been obvious to one having ordinary 
skill in the art at the time the invention was made to have modified the nebulizer flow 
detection device disclosed by Sommer by utilizing a transmitter with a pair of sensors 
disposed perpendicular to each other, as taught by Danby, in order to provide a 
nebulizer flow detector with increased precision. 

Conclusion 
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4. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply Is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action Is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any Inquiry concerning this communication or earlier communications from the 
examiner should be directed to CLINTON OSTRUP whose telephone number Is 
(571)272-5559. The examiner can normally be reached on Monday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on (571 ) 272-4835. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Clinton Ostrup/ 
Examiner, Art Unit 3771 

/Justine R Yu/ 

Supervisory Patent Examiner, Art Unit 3771 


